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I Executive Summary

The Pharmacy Reimbursement Commission was appointed by Governor Doyle to recommend
savings in an equivalent amount as his veto message instructions to reduce payment to
pharmacies by $29.5 million all funds ($12.5 million GPR). The Governor instructed the
Commission to find savings while compensating pharmacies fairly and protecting benefits to
Wisconsin’s most vulnerable residents.

This original savings target was based on Legislative Fiscal Bureau (LFB) projections that
assumed a drug trend growth rate of about 12%. Using the most current DHFS projected drug
trend growth rate of 4.4%, the impact of the Governor’s veto instruction was re-estimated by
DHFS and was revised to $22.8 million all funds ($9.6 million GPR).

The Governor appointed the following members to the Pharmacy Reimbursement Commission:

i Sandy Anderson, Baraboo, President of St. Clare Hospital and Health Services

Shiva Bidar-Sielaff, Madison, Manager of Cross Cultural Care and Interpreter Services at
UW Hospitals and Clinics

Deborah Captain, Abrams, Executive Director of Good Shepherd Services in Seymour
Gary Donaldson, Mountain, President and Owner, Nicolet Pharmacy in Lakewood
Patricia Finder-Stone, DePere, Consumer advocate and community activist

Kimberly Hodgkinson, New Berlin, Director of Finance at Aurora Health Care Ventures
Tyson Lang, Altoona, Pharmacy Manager of Colby Pharmacy in Whitehall

Douglas Lee, Marshfield, Medical Director of Pharmacy Services at Marshfield Clinic
Mark Moody (Chair), Madison, State Medicaid Director at Department of Health and
Family Services

James Riordan, Madison, President and CEO of WPS Health Insurance

Nicholas Sharrow, Columbus, President of Sharrow Drugs, Inc. in Columbus and Owner,
Zimbric Pharmacy in Waterloo

A Bruce Weiss, Fox Point, President and CEO of Managed Health Services, Inc.

> >

The Commission met four times between November 2005 and March 2006. At its meetings, the
Commission heard testimony from a variety of sources about the cost of dispensing; the cost at
which pharmacies acquire brand and generic drugs; the potential impact of the implementation of
the Governor’s veto instructions; and opportunities to save money and improve outcomes
without cutting payment to pharmacies.

The Commissioners are in broad agreement that retail pharmacists are important partners in
controlling both prescription drug costs and overall health care costs, and that Medicaid payment
practices should encourage that partnership more effectively than current practices or the
payment reductions in the Governor’s veto instructions.

The Commission’s report contains reports prepared by subcommittees of the Commission on a
series of topics.

1. Commissioners Hodgkinson, Riordan and Sharrow prepared a report on the economic impact
of the proposed vetoes. Commissioners are concerned that the payment reductions would
jeopardize the economic viability of some independent pharmacies and that others would
withdraw from the Medicaid program. Both outcomes could make it more difficult for
consumers, particularly in rural areas, to get care and that could lead to higher MA costs for
transportation and other services.
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2. Commissioner Bidar-Sielaff prepared a set of recommendations regarding modifications to
Wisconsin’s Pharmaceutical Care (PC) program, which allows pharmacists to bill for
professional services above and beyond routine dispensing. Her report recommends
simplifying the administration and claiming for pharmacists; increasing fees; and expanding
the services for which PC can be claimed.

3. Commissioners Lee, Anderson and Weiss prepared a report on the potential quality and
safety issues arising from the practice of dispensing free samples by physicians and
recommended that the Department establish policies governing this practice.

Pharmacy Cost Management Recommendations

The Commission as a whole reached broad consensus on the following measures to save money
without harming patient care or outcomes:

Estimated Savings

Recommendation This Biennium (15 months)
a) Expand preferred drug list

A Without Atypical Antipsychotics $8.5 million

A Add Atypical Antipsychotics $4.0 million
b) Dose Consolidation $2.1 million
c) Tablet Splitting $4.3 million
d) Quantity Limits $1.0 million
e) 100-Day Supply $3.3 million
f) Crossover Rebates $1.0 million
g) Medication Review by Pharmacists $1.9 million
h) Pharmaceutical Care Payment for Switch to Generic $0.7 million

Total Estimated Savings This Biennium $26.8 million

The cumulative savings per year (12 month period) at full implementation of these
recommendations are estimated to be $24.5 million.

Cost of Dispensing and Drug Acquisition Costs

The Commission received testimony from Dr. Kreling, of the University of Wisconsin, on his
findings on the costs of dispensing prescription drugs. He concludes that, in 2006, on average it
cost a pharmacy in Wisconsin $9.50 to fill a prescription above and beyond the costs to acquire
the drugs being dispensed.

Medicaid pays a dispensing fee of $4.38 per prescription plus an amount for the estimated cost of
obtaining the drugs.

There was agreement that the Department’s payment for generic drugs is, on average, very close
to the pharmacies’ actual costs of acquiring them and there is very little gross margin on

generic drugs to make up the difference between the $4.38 MA dispensing fee and the $9.50
average cost of dispensing.

The Commission was not, however, able to reach agreement on what it costs pharmacies to
acquire the brand drugs they are dispensing and, therefore, what their average gross margin is for
brand drugs. The generally accepted range for brand drug acquisition costs is between 15% and

22% less than AWP (a broadly available listing of “average wholesale price”) but individual
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pharmacies’ costs do vary based on a number of factors. Since Wisconsin Medicaid pays AWP
minus 13% for MA and BadgerCare, and AWP minus 8% for SeniorCare, plus the $4.38
dispensing fee, net payment to pharmacists is very sensitive to what their actual acquisition costs
are for the drugs they dispense.

The average drug cost for brand medications paid for by Wisconsin Medicaid was approximately
$120 in 2005. At that average price, the average gross margin on brand drugs before dispensing
fee would range from a high of $16.80 to a low of $2.40 depending on the average discount from
AWP that an individual pharmacy is able to achieve.

Because of the great range in margin on brand drugs, the Commission did not arrive at a
unanimous agreement on payment to pharmacies. The Commission did, however, adopt the
following recommendations by a vote of 8§ to 3:

Reimbursement Recommendations Estimated Cost
This Biennium (6 months)
A Reduce payment for brand name drugs to AWP-15%, ($3.9 million)
~ effective January 1, 2007.
A Eliminate the 5% premium for SeniorCare (brand and ($4.9 million)
~ generic), effective January 1, 2007.
A Increase generic dispensing fee to $9.88, effective January 1, $14.7 million
2007.
A Maintain current pharmacy reimbursement rates for brand No impact
~ name drugs through December 31, 2006.
A Maintain the current brand dispensing fee. No impact
A Maintain current DHFS policy of an average mark-up of 10% No impact
on generic drugs.
Total Estimated Cost This biennium $5.9 million

The cumulative costs per year (12 month period) of these recommendations are estimated
to be $11.9 million.

Cumulative Financial Impact of Commission Recommendations

The combined fiscal effect attributable to the pharmacy cost management recommendations for
15 months and the reimbursement increase recommendations for 6 months is a net savings this
biennium of $20.9 million, just short of the level sought by the Governor. The combined savings
this biennium reflect a later start date for the reimbursement changes than for the cost
containment measures.

Fulfilling the Governor’s savings target on an annual basis going forward would require
cumulative savings of $15 million per year. The Commission’s recommendations deliver a net
$12.6 million in annual savings, which is $2.4 million short of the Governor’s annual target.
Nonetheless, the combined recommendations of the Commission will produce nearly comparable
total savings without a net reduction in pharmacy margins.
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I Introduction and Commission Charge

The biennial budget, 2005 Act 25, as vetoed by the Governor reduces Medicaid pharmacy
reimbursement for brand name drugs to the Average Wholesale Price (AWP) minus 16%

and reduces the dispensing fee for all prescriptions by $0.50, from $4.38 to $3.88. These changes
were estimated to decrease expenditures over the biennium by $29.5 million all funds ($12.5
million GPR). This original fiscal impact was based on Legislative Fiscal Bureau (LFB)
projections that assumed a drug trend growth rate of about 12%. Using the most current DHFS
projected drug trend growth rate of 4.4%, the impact of the Governor’s veto instruction was
revised to $22.8 million all funds ($9.6 million GPR).

The proposed reimbursement changes were suspended while the Pharmacy Reimbursement
Commission appointed by the Governor was convened. The Governor has charged the
Commission with finding alternatives that achieve comparable biennial savings. The Governor,
in a press release announcing the formation of the Commission, indicated a commitment to
providing pharmacies with a fair payment rate while promoting cost efficiency that preserves
Medicaid benefits for Wisconsin’s most vulnerable residents. Specifically, the language of the
October 27, 2005 press release was as follows: “The Governor remains committed to providing
pharmacies with a fair rate while protecting benefits for our most vulnerable residents.”

Department of Administration Secretary Mark Marotta, in a September 19, 2005 letter to DHFS
Secretary Helene Nelson, provided this charge to the Commission:

The Governor will appoint the Commission to develop recommendations to achieve biennial
savings comparable to the amounts saved through the pharmacy vetoes. To achieve these
savings, the Commission should recommend changes to the state’s pharmacy reimbursement
system for the MA, BadgerCare and SeniorCare programs. These recommendations could
include: implementing an alternative methodology for setting the acquisition price for name
brand and generic drugs, using a tiered reimbursement system, and/or changes to the
dispensing fee to reflect the level of therapeutic review.

The Governor remains committed to providing reimbursement levels that represent a fair
price and maximize efficiency in delivering health care benefits to our most vulnerable
residents. Working with health care industry representatives to reform and improve the
reimbursement system for pharmacy benefits will enable us to reduce costs while
maintaining vital benefits.
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lll  Principles and Goals

In meeting this charge, the Commission identified five broad principles and goals that served to
guide its discussions and recommendations:

1. The goals of Medicaid pricing and policy should be to lower overall expenditures for drugs
while maintaining or improving health outcomes for consumers.

2. Payments to pharmacies should be fair and recognize that pharmacists are important
partners in the State’s efforts to control costs and achieve effective therapeutic outcomes.
Specific outcomes to be encouraged should include continuing to increase utilization of
generics and continue to transition consumers to more cost effective dosages or medications.

3. Payment methods should require pharmacists to obtain drugs at very competitive prices.

4. Payment to pharmacists should cover the reasonable operational cost of the services they
provide, with ingredient costs reimbursed as close to actual costs as can reasonably be
determined.

5. Medicaid policies and procedures should be designed to get the right drug to the consumer
promptly, with a minimum of administrative costs and disruption for pharmacists and
prescribers.

Throughout its deliberations and decision-making process, the Commission sought to balance the
interests of various stakeholders, including pharmacists, Medicaid recipients and taxpayers. It is
in the interest of pharmacies to be provided with sufficient reimbursement to cover their costs of
doing business, i.¢., the cost of the drug (ingredient cost), and the costs of dispensing and some
profit margin. It is in the interest of recipients to have convenient local access to quality
pharmacy services that include sufficient time for the pharmacist to provide education and
consultation. It is in the interest of Wisconsin taxpayers that the Medicaid program net
prescription drug costs are the lowest price possible consistent with the objectives above.
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IV Economic Impact of Veto Instructions

The Commission discussed at length the potential impact of implementing the Governor’s veto
instructions, which will reduce reimbursement to pharmacies by increasing the discount to brand
name drug payments and by reducing the dispensing fee Wisconsin Medicaid will pay to
pharmacies for both brand and generic drugs. Three of the Commissioners produced a report on
their assessment of the economic impact of the Governor’s veto, if allowed to stand.

Several Commissioners expressed concern that the Governor’s recommendation to reduce
reimbursement for brand name drugs and to reduce dispensing fees for brand name and generic
drugs would have a negative impact on Medicaid, BadgerCare, SeniorCare and HIRSP
recipients’ access to pharmacy services. These concerns are elucidated in the economic analysis
report, which follows.
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Wisconsin Pharmacy Reimbursement Commission
Economic Impact Analysis

Kimberly Hodgkinson, Commissioner
Jim Riordan, Commissioner
Nick Sharrow, Commissioner

Background

As part of the 2005-2007 State of Wisconsin Budget, Pharmacy Reimbursement
for Medical Assistance, BadgerCare and SeniorCare was to be reduced as follows:

(1) Rates for Brand Name Prescription Drugs

Current Rate AWP —13%
Proposed Rate AWP —16%

(2) Dispensing Fees for both Brand and Generic Drugs

Current Rates $4.38
Proposed Rate $3.88

The Joint Finance Committee restored the rates to their current levels, and the
Governor subsequently vetoed these restorations to the Budget, and reinstated
these reductions to the Budget. These proposed rates were scheduled for
implementation on September 1, 2005 but were delayed until February 1, 2006 in
order for other options to be pursued by a Pharmacy Reimbursement Commission.

It should also be noted that factored into the Budget was a move of 52% of the
drug spend due to the implementation of the Medicare Prescription Drug Plan
(Part D) and the transition of Medicare-Medicaid dual eligible patients to Part

D. The State will incur a claw-back that will require a graduated funding of these
patients back to the federal level.

Financial Review

The total biennium reduction in reimbursement to pharmacies based upon the
current changes in the Budget will be $29.2 million. These reductions, when
combined with the reimbursement rates for generic drugs, will result in Wisconsin
having the lowest pharmacy reimbursement rates in the Midwest and perhaps the
nation.

The following outlines each provision.
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1. Reduced Rates for Brand Name Prescription Drugs

The average cost for a brand name prescription drug to the State is $120.12 per
prescription. A 3% reduction in payment to pharmacies will result in a biennium
reduction of reimbursement to pharmacies of $22.2 million based upon an
effective date of September 1, 2005.

Average Cost per Prescription $120.12
3% Reduction per Prescription $3.60 .
Average Biennium Cost Reduction $22.2 million

2. Reduced Dispensing Fees for both Brand and Generic Drugs
A reduction of $0.50 per prescription has a total biennium impact of $7.0 million.”
Economic Impacts

The following is a list of economic impacts that will result from the proposed
reimbursement rates:

1. Limited or No Access to Services
This reduced reimbursement has many pharmacies considering whether they
are able to continue to serve this population. In most cases the reimbursement
levels are substantially less than a pharmacy’s cost to dispense a prescription.
Pharmacies may completely discontinue servicing these patients or limit the
sites that service these patients.

Rural pharmacies are most likely to opt-out of the State program altogether.
Large corporations and healthcare-based pharmacy providers are likely to
limit access by site.

2. Reduced Quality of Services
Pharmaceutical services are meant to provide a patient with services to assist
and maintain their health. Without adequate reimbursement, pharmacy staff
will be reduced and less time will be available to provide the individual
attention required for many of these patients served by the State programs.
Reduced staff also increases the likelihood of medication errors, which in turn
can result in increased costs for the State programs.

3. Increased Costs to the State
If pharmacies close or limit access to services, the State will have to cover the
travel expenses for any patient who does not have reasonable access to a
pharmacy. In addition, this may result in higher medical expenses as patients
are not able to access pharmacy services and then look to alternative sites for
care, such as emergency rooms and urgent care sites.

" Subsequently reestimated by Department staff based on more recent data.
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This would not only happen in rural areas, but in more populated areas where
patients are not able to access pharmacy services because they are not located
close to a bus line.

4. Decrease in Economic Activity for the State
It is estimated that the decrease in economic activity for the State would be
$84.1 million and a loss of approximately 957 jobs statewide.

This will enhance the stress of working in the pharmacy services industry and
continue to put a strain on the recruitment and retention of pharmacist and
pharmacy staff. Pharmacies may also reduce employment benefits to those
staff remaining in an effort to address the financial losses that would occur
from the program reimbursement reductions.

5. Impact on Other Pharmacy Contracts
The proposed reimbursement change has a domino effect to other
reimbursement contracts that are directly linked to the State Medical
Assistance reimbursement rates. Such contracts include services to nursing
homes, assisted living facilities, and county services. This will further increase
the negative financial impact to pharmacies.

In addition, this may lead other pharmacy benefit services to seek lower
reimbursements. Current commercial contracts are competitive on brand drug
reimbursement, but provide for adequate reimbursement for generic drugs.

Recommended Action Regarding the Economic Impact

The State cannot continue to reduce reimbursement to the pharmacies as a
solution to its budget deficits. These businesses support the economy of
Wisconsin and should be treated fairly with respect to the services they provide
and the cost to provide such services. Further, a review of Medicaid and
SeniorCare program data illustrates that pharmacy provider reimbursement rates
have not led to increases in program costs. Program costs have risen due to
increases in prescription drug costs and increased utilization of the program by
recipients.

The proposed pharmacy reimbursement reductions for the Medicaid, BadgerCare

and SeniorCare programs should not be implemented as identified above. The economic
impact reaches far and may limit, if not eliminate, access for the vulnerable

population these programs are meant to serve.

Pharmacy reimbursement should be restructured so that it provides fair
reimbursement for both brand and generic drugs, as well as an appropriate
dispensing fee. These enhanced reimbursements should be coupled with new
and/or modified polices for the administration of the Medical Assistance,
BadgerCare and SeniorCare programs.
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In addition to the report above, the Commissioners also noted that pharmacists are already
adversely impacted by Medicare Part D in the following ways:

f Conversion of 108,000 Medicaid dual eligibles to Part D and the lower fees paid by the
Part D plans.
{1 Serious cash flow concerns caused by significant Part D start-up problems.

In addition, the increase in Medicaid’s generic fill rate from 52% to 62% has reduced pharmacy
gross margin from about $17 to $4.75 for each prescription converted; far below pharmacies
average cost to dispense of $9.50.

Commissioners predict that the cumulative effect of these changes and that the Governor’s veto
will cause an unknown number of pharmacies to either close or stop serving Medicaid,
BadgerCare and SeniorCare clients. This would be more likely to happen in isolated, rural
communities, leaving consumers with no local services.

DHCEF staff prepared an analysis that projects the revenue reduction for each participating
pharmacy, which is attached in Appendix 1.
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V  Policy Initiatives and Program Improvements

As directed by the Governor, the Commission spent significant time discussing options for
pharmacy program savings achieved through means other than reductions in reimbursement rates
to pharmacies.

Two Commission subcommittees specifically submitted reports looking at policy changes.

Pharmaceutical Care Program

The Commission considered several changes to the Pharmaceutical Care (PC) program.
Pharmaceutical Care promotes a patient-centered, outcomes-oriented practice of pharmacy. Its
purpose is to maximize the effectiveness of medications for patients through intervention by the
pharmacist. The enhanced dispensing fee that accompanies these services is also designed to
achieve net savings (payments to pharmacies are more than offset by savings from efficient
medication management). Wisconsin Medicaid currently pays providers for Pharmaceutical
Care between $9.45 - $40.11 per service.

Use of this benefit has been limited. In SFY 20035, a total of $164,000 was claimed for
Pharmaceutical Care. Commissioners heard testimony that billing for pharmaceutical care is less
than optimal because of the complexity of the billing procedures. The Pharmaceutical Care
report, which follows, outlines these issues in greater detail and proposes a series of
recommendations to streamline and improve Pharmaceutical Care.

The Commission reached broad consensus with the four recommendations contained in
Commissioner Bidar-Sielaff’s report. Some of the specific policy options recommended by the
Commission are based upon use of the pharmaceutical care program. The Commission further
recommends that the Department implement the simplification and enhancement called for in
the following report to ensure optimal use of the program and to maximize program quality and
savings.
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Wisconsin Pharmacy Reimbursement Commission
Pharmaceutical Care Program Recommendations

Shiva Bidar-Sielaff, Commissioner

At the 12/15/05 meeting of the Commission I volunteered to review the
pharmaceutical care program offered by the State and to make recommendations
for the Commission to consider relative to improving its design and use. Indeed,
during that same meeting, we ranked pharmacy care management and
coordination (page 7 of 12/15/05 meeting minutes) as one of our top
recommendations for a cost effective pharmacy reimbursement system. In
addition to reviewing the published material on the program, I solicited the input
of practicing pharmacists and the Pharmacy Society of Wisconsin in my review. [
respectfully recommend that the Commission consider and propose each of the
recommendations below.

Background

Under 1995 Wisconsin Act 27, the Department of Health and Family Services
(DHFS) was required to develop an incentive-based pharmacy payment system
that pays for Pharmaceutical Care (PC) services. The term “pharmaceutical care”
was defined formally in 1990 and refers to the practice of taking responsibility for
optimizing all of a patient’s drug therapy in order to achieve better patient
outcomes and improve the quality of each patient’s life. Pharmaceutical Care is
provided by the identification, resolution and prevention of drug therapy problems
by pharmacist intervention. The Wisconsin Medicaid Pharmaceutical Care
Program (WMPCP) provides pharmacists with an enhanced dispensing fee for PC
services provided to Medicaid fee-for-service and Senior Care recipients. This
enhanced fee was intended to reimburse pharmacists for services provided above
and beyond the standard dispensing and counseling on a prescription drug
product.

Though an important part of the Medicaid and SeniorCare pharmacy benefit, PC
billing has not been widely adopted and utilized by Wisconsin pharmacists to the
extent that was intended. Barriers to the use of the program most often cited
include: inadequate payment levels, complexity of billing, lack of uniformity
among pharmaceutical care programs, and insufficient support among pharmacy
managers. By increasing payment for services provided and lessening the billing
complexity, it is likely that pharmacy managers will increase their support of the
program and encourage its use by pharmacists.

The WMPCP enables increased quality of care to be provided to Wisconsin
Medicaid and Senior Care patients, and decreases medication and other related
health care costs to the State of Wisconsin. Pharmacists are well-suited to provide
these services to patients and the State should update the WMPCP to enhance its
use and improve its value.
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Recommended Changes to the Current WMPCP

1. Separate the enhanced dispensing fee from the traditional dispensing fee.

Decoupling the enhanced WMPCP dispensing fee from the traditional dispensing
fee would allow pharmacists to more conveniently and consistently bill for
services provided. Currently, many pharmacy software systems require reversal
of a drug product claim in order to bill for services provided while others require
the claim to be voided and reentered in order to bill for PC services. The amount
of time required to successfully carry out these two scenarios is often cost
prohibitive. In addition, if the claim is denied, the pharmacy loses reimbursement
for the enhanced dispensing fee in addition to the traditional dispensing fee. The
provision of a billing method by DHFS that separates reimbursement for the drug
product from reimbursement for pharmaceutical care services provided would
increase the use of the WMPCP by pharmacists.

2. Increase WMPCP payment levels.
Current payment levels for pharmaceutical care services are insufficient and do

not provide the necessary financial incentive for pharmacists to use the WMPCP.
Recommended PC reimbursement changes include increasing

u product-oriented interventions to $30 per intervention. This will bring the
reimbursement to a similar level than commercial payors.
u service-oriented interventions to $2-3 per minute. A study prepared for the

American Pharmacists Association by The Lewin Group and published in May
2005 (Medication Therapy Management Services: A Critical Review) indicates
that to be sustainable “a payment system must provide unit payments [...] to
cover total costs (approximately $2.00 to $3.00 per minute, according to industry
estimates.)”

3. Simplify the WMPCP billing process.

Simplification of the current billing process and reimbursement structure would
allow pharmacists to more feasibly bill for PC services. The current WMPCP
utilizes a myriad of codes that must match in order for payment to be received.
Also, the list of pharmaceutical care interventions that is covered is lengthy. The
recommendation is to create a shorter list of WMPCP codes based on the most
frequent PC interventions.

4. Additional clinical service considerations for WMPCP.

The scope of the current WMPCP clinical service offerings should be reevaluated
and updated. Examples of additional clinical services to be considered include:
use of tablet-splitting programs, medication therapy management services such as
comprehensive and targeted medication therapy reviews, post hospital/skilled care
facility discharge medication reconciliation, blood pressure and glucometer
instruction and management, smoking cessation instruction, and pharmacist-
administered immunizations.
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DHEFS should work closely with the Pharmacy Society of Wisconsin and its
members who have used the WMPCP program to define and implement specific
changes to the current WMPCP based on the four previously mentioned
recommendations.

Recommended Action Regarding Further MTM Quality Improvement

The Pharmacy Society of Wisconsin has expressed its interest in the development
of a statewide standard among health plans for the provision of medication
therapy management and pharmaceutical care services. DHFS should provide
leadership and active participation toward the success of this effort, utilizing its
experience with the WMPCP.

The Commission has responded to this report by recommending several policy options outlined
later in this report that utilize the Pharmaceutical Care incentives to initiate dose consolidation
and tablet splitting programs, as well as medication reviews and generic conversions.

The Commission has further recommended, as a quality improvement strategy, simplifying

Pharmaceutical Care billing. This effort will require time to develop new billing procedures and
will consider issues of rates as the structure 1s reformulated.
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Medication Sampling

In a third report, Commissioners Anderson, Lee and Weiss explored management strategies to
reduce sampling practices that compromise patient safety and the State’s Preferred Drug List by
stabilizing patients on a brand medication via sampling. As a companion to the report, the
Sampling Medication subgroup also submitted an article on the subject from J4MA, which is
attached as Appendix 2.

The Commission expressed broad support for changes in medication sampling policies, although

time constraints did not allow us to discuss the recommendations in detail. The Commission
recommends that this issue be further reviewed by DHFS staff.
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Wisconsin Pharmacy Reimbursement Commission
Sample Medication Subgroup Recommendations

Douglas Lee, M.D., Commissioner
Sandy Anderson, Commissioner
Bruce Weiss, M.D., M.P.H., Commissioner

A sub-group of Commissioners were asked to review the potential quality, safety
and financial impact that drug samples dispensed by practitioners have on the
Medicaid, BadgerCare and Senior Care participants and to make
recommendations to address these issues.

Background

Regulatory
Both Federal and State statue require that specific records be maintained in the

distribution and dispensing of prescription medication in order to closely track
distribution of medications, in case of contamination or irregularities during
manufacturing or storage. Federal law (21 CFR 203.38) requires that
manufacturers keep detail records of which sample medications are distributed to
which physician/provider offices. These records are to include control or lot
numbers in such a manner to allow for tracking of the medication to the licensed
practitioner, in cases of recall or adverse reactions.

State law (Med 17.05) requires that a practitioner record in the patient’s record
each prescription drug dispensed. This recording of the medications should
include quantity, lot numbers and expiration date for the purpose of identification
of patients at potential risk of adverse effects due to a recall of medications.
Rarely is the required record keeping actually documented in patient records,
creating a potential issue of patient safety.

Safety/Quality

Recent advances in on-line adjudication of prescription medications allow for
real-time drug utilization reviews for possible adverse drug-drug interactions,
excessive dosage or other potential adverse effects. Dispensing of samples
bypasses the claims system and therefore limits critical drug utilization data and
circumvents these patient safeguards.

An additional benefit of on-line adjudication of prescription medications is the
opportunity to implement automated prior authorization step edits, based on prior
drug utilization. Automatic prior authorizations (PA) can be given based on pre-
determined protocols established by the P&T Committee based on a patient’s
prior drug utilization history. This process is also circumvented by the dispensing
of samples.

HPO04024/PERM



Recommendations:

1. DHFS not approve PA requests for non-Preferred Drug Listing (PDL)
medications based on the stated reason that a patient/recipient has been
stabilized on a non-PDL medication provided as a “sample”. These
requests should be denied and the provider should be directed to prescribe a
PDL medication.

a. Initiating a patient’s treatment with non-PDL drug samples bypasses
current patient safeguards for drug-drug interactions and circumvents the
State's prior authorization process. By excluding stabilization on samples
as a valid reason for approval of non-PDL, the State will require that all
prescriptions are adjudicated through the on-line system which records the
utilization and provides numerous patient safeguards.

b. By disallowing “stabilization on samples” as an acceptable reason for
authorizing continuation of a non-PDL medication, the State should
realize lower costs through an increase of generic and PDL medications.

2. DHEFS should require that physicians provide, State-required
documentation regarding the dispensing of samples for all PA requests
involving drug samples.

a. This policy will assure compliance and awareness of current State
requirements reqarding proper documentation involved in dispensing
sample drugs.

3. For any PA request based on failure of a non-preferred agent, which was
provided as a sample, the prescriber must provide on the PA

request the state-required documentation regarding the dispensing of

samples. This documents compliance with State statute and that

a sample was tried and failed.

a. Prescribers will need to be reminded that all medications being dispensed to
patients, including Medicaid, BadgerCare and SeniorCare enrollees, are
subject to State dispensing and documentation requirements to assure
patient safety and accuracy of the medical record.

b. Such documentations for samples should be placed in the patient record
and include the recording of the medication, strength dispensed, frequency
of dosing, number of units, lot number and expiration date.

c. DHFS should evaluate the impact these changes have on the number of
PA requests received and approved.

4. DHFS should initiate meetings with other stakeholders to discuss
opportunities and partnerships to address the sampling issue and any
other issues that impact on quality of drug selection. Such areas of
opportunity may include:

a. Analysis of the costs borne by medical practices by dispensing sample
drugs.

b. Education of prescribers about the regulatory requirements and risks
imposed by sampling.
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c. Identifying parties with common interests and abilities to address common
concerns.

d. Parties who might have common interests in this may include the State
Medical Society, Pharmacy Society of Wisconsin, Wisconsin Association
of Health Plans, other payers, University of Wisconsin researchers and
any state organizations interested in improving patient safety and reducing
healthcare costs.

The sampling practices report made specific recommendations for using the prior authorization
process to discourage the practice of stabilizing patients on a brand medication using samples.
The Commission encourages the Department’s Prior Authorization Advisory Committee to
review and consider these recommendations.
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Pharmacy Cost Management Recommendations

The Commission also recommends the following savings initiatives be initiated by the
Department to promote cost efficiency / cost savings while encouraging appropriate utilization
and maintaining quality care. Savings estimates provided below have been calculated by DHFS
staff for the remainder of the biennium, and are All Funds.

Preferred Drug List — The Commission supports the continued implementation of the Preferred
Drug List, and supports consideration of the atypical antipsychotics for inclusion on the PDL.
Estimated savings: $12.5 million ($8.5 without atypical antipsychotics).

Dose Consolidation — For appropriate classes, dispense one larger dose per day instead of two
smaller doses. Estimated savings: $2.1 million, net of a $10 per service pharmaceutical care
payment.

Tablet Splitting — Split tablets for drugs with relatively “flat” pricing, (the cost difference
between strengths is minimal), so that splitting the drug with twice the strength reduces the cost
of the drug by 50%. Estimated savings: $4.3 million, net of a $10 per service pharmaceutical
care payment.

Quantity Limits — Reduce allowable days supply per month to less than the standard 30 days
supply for selected drugs, as clinically appropriate. Estimated savings: $1.0 million.

100 day supply — Allows a recipient to obtain larger quantities of select maintenance drugs at a
time, thereby reducing the copayment for the recipient and decreasing the professional fees paid
for by the program. Estimated savings: $3.3 million.

Crossover Rebates — Claim manufacturer rebates on Medicare crossover claims by compiling a
S-year claims history for single source J codes. Estimated savings: $1.0 million.

Medication Review by Pharmacists — Introduce a medication review program for recipients
who are receiving more than 10 prescriptions per month. Pharmacies receive a $25
pharmaceutical care fee for each review completed. Estimated savings: $1.9 million (assumes
5% of prescriptions in excess of 10 per month can be eliminated, with each prescription valued at
$65 and assuming a $25 pharmaceutical care payment offset).

Pharmaceutical Care Payment for Shift to Generic Products — Pay pharmacies a
Pharmaceutical Care fee between $10 and $15 when they are successful in converting an existing
prescription that has been filled in the past as a brand to a generic or PDL preferred prescription.
Estimated savings: $0.7 million. (Assumes 8,500 to 9,000 prescriptions will be converted at an
average net savings of $80 per prescription, including the Pharmaceutical Care payment).
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Non-Cost Related Recommendations

The Commission is also making the following quality improvement recommendations that do not
generate immediate cost savings, but are intended to improve the overall quality of
administration and recipient care services. As already discussed, two of these three items
(Pharmaceutical Care and Sampling) originate from specific reports submitted by Commission
subcommittees. They are included earlier in the report.

A Simplify Pharmaceutical Care Billing — Create an automated billing mechanism for
Pharmaceutical Care services to replace complicated hand-billing procedures pharmacies
must currently follow to generate fees.

A Do Not Allow Samples to Qualify for PA — Create prior authorization criteria that
exclude patient stabilization on brand samples as a reason for allowing access to non-
preferred brand medications.

A Use Technology to Simplify and Streamline PA Review Process — This strategy
involves reviewing ways to used web-based prior authorization and e-prescribing as
additional tools available to minimize pharmacy workload related to PA requests that are
not accurately submitted by prescribers.
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Pharmacy Society of Wisconsin Recommendations

The Pharmacy Society of Wisconsin (PSW) submitted for Commission consideration a list of
items intended to recommend a payment formula and to offer cost savings measures to help
offset the associated costs. These items are attached in Appendix 3. Most of these items have
already been addressed in the recommendations outlined in this paper. Two additional items not
addressed in this paper are to reform the brand medically necessary prior authorization approval
system and develop a statewide standard on medication management. These items are
recommended for referral as appropriate to DHFS’ PA Committee and/or DUR Board.
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VI Current Prescription Drug Payment Formula

Wisconsin Medicaid, like virtually all payers, pays pharmacists for dispensing medications to
consumers in two parts:

A A dispensing fee for professional services (including ordering, inventory, filling, billing
and counseling the consumer). In the case of Wisconsin Medicaid, BadgerCare and
SeniorCare, these services often include obtaining information required for prior
authorization of drugs not on the preferred drug list (PDL) or working with the
prescribers to prescribe a preferred drug.

A Payment for the medications (ingredients) plus a small ingredient markup to assure costs
are covered and to account for the fact that the cost of dispensing is greater than the
dispensing fee that is paid.

Generally, the dispensing fee is a uniform amount per prescription. The ingredient costs are the
payer’s allowance for the pharmacists’ cost of acquiring the drugs. As such, total reimbursement
to pharmacies is expressed as: Total reimbursement = ingredient allowance + dispensing fee.
Medicaid and other payers are also beginning to provide payment for services in addition to
routine dispensing. These services relate to pharmacist involvement in the selection and use of
preferred products and in the management of more complex medication regimens.

Estimating Ingredient Costs

Pharmacists’ ingredient acquisition costs are not known to payers for a variety of reasons.
Pharmacies purchase from multiple sources under differing terms so that even a single pharmacy
may be sourcing a single drug at multiple prices.

Because acquisition costs vary among pharmacies and are not specifically known, they are
estimated. All prescription drug payers, including Wisconsin Medicaid, BadgerCare and
SeniorCare, must estimate pharmacies’ actual acquisition cost (AAC) for most drugs. The
estimated acquisition cost or EAC is any given payer’s allowance for the price generally and
currently paid by pharmacies for a drug marketed in the dosages and drug forms being dispensed.
Most payers have one method for estimating the acquisition costs for multiple source drugs
(generics) and a different method for single source, innovator products (brand names).

Generic Drug Ingredient Reimbursement

A reimbursement method referred to as Maximum Allowed Cost (MAC) is used by Wisconsin
Medicaid to set reimbursement rates for generic products that are readily available from multiple
manufacturers. Under MAC, the Wisconsin Medicaid programs pay pharmacies an amount it
determines to be, on average, 10% above the lowest price available in the market for that drug/
dose combination. This becomes the uniform amount paid regardless of variability in pharmacy
generic acquisition costs. Furthermore, for brand prescriptions where a generic equivalent is
available, Wisconsin Medicaid will only pay the generic price for the brand unless the physician
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submits documentation to justify use of the brand. These policies are designed to encourage
pharmacies to take advantage of all legally permitted generic substitutions.

The Wisconsin Medicaid program has established low MAC pricing on generics as a matter of
policy for many years. Commission members who are practicing pharmacists reported that
Wisconsin Medicaid’s MAC prices are consistently the lowest in the market and sometimes fall
below the drug’s acquisition cost. These members said that not every pharmacy may be in a
position to acquire generic drugs below the MAC prices set by Medicaid. This can be due to
pre-established distribution channels and arrangements that do not allow acquisition at the lowest
price of every drug in every instance. Commission members also reported, in addition to low
MAC levels, Wisconsin Medicaid has more generic products subject to a MAC price than other
Medicaid programs and other payers.

To document pharmacists’ concerns about Wisconsin Medicaid’s low MAC reimbursement rate
policies, the Pharmacy Society of Wisconsin (PSW) submitted a study it had previously
conducted that compares Wisconsin’s generic pricing to other Medicaid programs. PSW
compared Wisconsin Medicaid MAC rates for twenty commonly dispensed generic drugs to the
MAC rates of seven other state Medicaid programs and found that Wisconsin’s rates were 70%
less than the other states’ programs. See Appendix 4.

Brand Name Drug Ingredient Reimbursement

Wisconsin Medicaid reimburses pharmacies for brand name drugs (drugs still on patent) using a
discount from Average Wholesale Price (AWP). AWP is a reference “price” for a single
drug/dose combination that correlates with, but does not represent, the actual wholesale cost of
the product. There is a single AWP for each drug that is accepted and used by payers for
payment calculations. This information is systematically available to payers through companies
such as First Data Bank.

Currently, Wisconsin Medicaid employs a payment formula for brand name drugs of AWP
minus 13%. For SeniorCare, Wisconsin reimburses pharmacies at AWP-13% with a 5%
premium, resulting in a net payment of AWP-8%. This formula also applies to generic drug
products that are not yet on the MAC list. Products that have recently become available in
generic form are “single source generics,” made by only one generic manufacturer. In these
cases, MAC pricing is not applied because pharmacies must pay a generic acquisition cost that
more closely resembles a brand price.

Cost of Dispensing

The dispensing fee is an amount paid to the pharmacy as reimbursement for costs associated with
providing the medication to the patient and all costs associated with being open as a business,
including but not limited to: rent, utilities, staff salaries, equipment, compounding, patient
counseling, and pharmacist time spent coordinating coverage information for the patient.
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Wisconsin Medicaid’s dispensing fee is currently $4.38, both for brand and generic
prescriptions. Providers are also allowed to bill $0.015 per unit (pill) as an additional fee when
medications are specially packaged as needed for effective utilization by a recipient.

David Kreling, Ph.D. of the University of Wisconsin-Madison, presented his research findings on
the cost of dispensing among Wisconsin pharmacies and testified that, on average, it will cost
Wisconsin pharmacies approximately $9.50 to fill a prescription in 2006, and he estimated the
cost in 2007 will be $9.94. The slides from Dr. Kreling’s presentation are attached in Appendix
5. Commission members pointed out that Dr. Kreling’s model did not necessarily include
additional costs that might be associated with serving Medicaid, BadgerCare or SeniorCare
clients; specifically the costs of resolving prior authorization issues when consumers arrive with
prescriptions for non-preferred drugs from the Medicaid preferred drug list. In addition,
pharmacies generally do not incur costs of handling “coordination of benefits” with other payers
as they do with Medicaid.
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VIl Reimbursement Recommendations

A subcommittee of the Commission developed and proposed a paper outlining fair
reimbursement principles and describing a reimbursement methodology and formula that it
believes meets these objectives. This proposal follows. The principles in the proposal received
support from the majority of the Commission.
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Wisconsin Pharmacy Reimbursement Commission
Establishing a Fair Pharmacy Reimbursement Formula for Wisconsin
Medicaid

Gary Donaldson, Commissioner
Kim Hodgkinson, Commissioner

The Wisconsin Pharmacy Reimbursement Commission has received testimony
that clearly illustrates reimbursement problems facing pharmacies that participate
in the Wisconsin Medicaid, SeniorCare, BadgerCare and HIRSP prescription
drug programs. In order to maintain the quality and continuity of care currently
enjoyed by these programs and their enrollees, system changes must be
implemented that provide participating pharmacies with fair and equitable
reimbursement for the prescriptions dispensed and services provided.

As two members of the Commission, we were tasked with the responsibility of
making recommendations for revising the pharmacy reimbursement formula. It
was our objective to recommend changes that were both an improvement to the
current reimbursement formula as well as achievable within the budgetary
constraints of the program. We recognize that additional policy decisions may
need to be implemented in order to generate program savings to facilitate the
increased payments associated with the reimbursement formula changes that we
recommend.

Background

Multi-Source Generics and Application of State Maximum Allowable Costs
(MACs)

Generic drugs provided by pharmacies to Medicaid recipients are reimbursed
according to a state-based Maximum Allowable Cost (MAC) list that is
established unilaterally by the Wisconsin Department of Health and Family
Services (DHFS). This list was initially based upon the federal upper limits
(FULSs) established by the U.S. Department of Health and Human Services,
Health Care Financing Administration (HCFA). HCFA based its published FUL
list on a survey of generic drug prices available from national wholesalers.

In creating the Wisconsin MAC list, DHFS modified the FUL list to include
additional drugs and lower prices based upon information obtained by DHFS
about the price of generic drugs. The MAC allowances established by DHFS are
substantially less than any other state Medicaid program as well as known
commercial insurance programs.

The United States Congress has recommended changes to the Medicaid
reimbursement policies for multi-source, generic drugs. If the differences in the
current federal budget bills are reconciled between the U. S. House of
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Representatives and the U. S. Senate, which they are expected to be, beginning
on January 1, 2007 the new FUL will be based upon 250% of the average
manufacturers price (AMP). It is not evident what the impact of this change will
be to Wisconsin’s programs, however, it will likely provide a new standard that
will be used by Medicaid programs as the basis for reimbursement of multi-
source drugs.

Brand Name, Single-Source Drugs

The current formula for single source, brand name drugs with FDA-

granted market exclusivity and for innovator multiple source drugs with
restrictive prescription status is the Average Wholesale Price (AWP) minus 13%.
The discount off AWP has been increased from 10 percent to 13 percent

over the past ten years. The new, lower rate proposed in the current state budget
(based upon gubernatorial veto) would further increase the discount from AWP
required of pharmacies, from AWP-13% to AWP-16%.

The Commission received reports and testimony regarding pharmacy acquisition
costs of brand name drugs. Acquisition costs reported to the Commission ranged
from AWP-17% to AWP-22%. However, pharmacy providers and some
Pharmacy Commission members challenged the likelihood of many pharmacy
providers acquiring all brand name drugs at the lowest end of that range.

Average Cost of Dispensing and Wisconsin Program Dispensing Fees

Wisconsin pharmacies currently recover less than half of their costs associated
with dispensing a prescription through the dispensing fee. The current State
budget calls for further reducing the dispensing fee, associated with the

dispensing of both brand name and generic drugs, by fifty cents per prescription
to $3.88.

The Commission received reports that consistently illustrated that the average
cost associated with the dispensing of a prescription drug by a pharmacy to be
$9.50 — $10.00 per prescription. These costs correlate with testimony from
individual pharmacist members of the Commission.

It is also important to recognize that the cost of dispensing studies are based upon
averages, meaning that the operating costs of some pharmacies are more and
others are less than the average. Using an average cost of dispensing
methodology to establish reimbursement rates for pharmacy providers will cause
all pharmacy providers to seek efficiencies in the dispensing process, especially
those that have costs above the average.

The State also provides for an enhanced dispensing fee in limited circumstances.
For example, increased payment is provided for the dispensing of compounded
prescriptions and for providing pharmaceutical care services at the time of
dispensing the prescription. Testimony provided by pharmacists who have used
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the Pharmaceutical Care program indicated that the billing system for the
enhanced services was in need of being updated and made more efficient.

In an effort to provide an innovative solution to the current pharmacy
reimbursement problems facing the Wisconsin Medicaid, SeniorCare, BadgerCare
and HIRSP programs, the Commission recommends that the State of Wisconsin
implement the following measures:

1.

2.

(98]

AN

Maintain current pharmacy reimbursement rates through the end of calendar
year 2006.

Implement the cost saving policy initiatives outlined in Section III of the
report.

Eliminate the 5% SeniorCare enhancement fee effective January 1, 2007.
Increase the AWP discount in the pharmacy reimbursement formula for brand
name drugs to 15% effective January 1, 2007.

Maintain the current dispensing fee for brand name drugs.

Maintain the current process for establishing the generic MAC rates.
Increase the dispensing fee for generic drugs to $9.88 effective January 1,
2007.

Implement the recommendations of the Commission for enhancing the
Pharmaceutical Care program.
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Rationale for Adopting the Commission’s Pharmacy Reimbursement
Recommendations

Commissioners voting in favor of the reimbursement recommendation submitted the following
rationale in support of their position:

The current Wisconsin Medicaid reimbursement formula for generic drugs is: Wisconsin
Medicaid MAC plus a $4.38 dispensing fee. DHFS has stated numerous times that their
MAC is at, or near, actual acquisition for pharmacies. So, if one compares the $4.38
dispensing fee to the $9.50 average cost to dispense from Dr. Kreling’s study, it is obvious
that the pharmacies are losing a significant amount of money when filling generic
prescriptions for the Wisconsin Medicaid program. This is an unfair reimbursement formula
and runs counter to the Governor’s commitment of providing reimbursement levels that
represent a fair price, and counter to the desire of DHFS to form a partnership with pharmacy
providers.

For the generic reimbursement to be fair, it must cover the cost of the drug, and at the very
least, the cost for the pharmacy to dispense the drug to the Medicaid recipient. The
Commission established that Wisconsin MAC for generic drugs is at, or near, the cost of the
drug. Therefore, the dispensing fee must be $9.50 or above to achieve a fair level. The
rationale for the $9.88 dispensing fee is warranted and justified. For every prescription that
is switched to a generic drug, the State saves a tremendous amount of money. The pharmacy
should at the very least be able to break even on the transaction. If the pharmacy
reimbursement recommendation is not adopted, the inadequacies in pharmacy payment by
Wisconsin Medicaid for generic drugs will only increase as generic utilization increases.

To help offset the impact on the budget by increasing the generic dispensing fee, the
Commission recommends increasing the discount off of AWP for brand name drugs from
13% to 15% and eliminating the 5% enhancement for SeniorCare. This accomplishes the
goals of lowering expenditures on brand name drugs and requiring pharmacies to obtain
drugs at very competitive prices. It also strengthens the incentive for pharmacies to switch
patients from expensive brand name drugs to less expensive generic drugs.

Finally, when analyzing the budget impact of this recommendation, it should be considered in
the context of the generic vs. brand drug trend which shows a marked increase in generic
utilization over base.

This is the rationale for the Commission’s recommendation and sound basis for the higher

generic dispensing fee. The Commissioners understood this and a majority of them supported
it by voting in favor of the recommendation.
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VI Appendices

Appendix 1
DHFS Staff Analysis — Median Revenue Loss Resulting from Budget Veto

Appendix 2
Journal of the American Medical Association (JAMA) Sampling Editorial

Appendix 3
PSW Recommendations for the Commission

Appendix 4
Pharmacy Society of Wisconsin (PSW) Generics Comparison Spreadsheet

Appendix 5
Power Point Slides from Dr. Kreling’s Presentation to the Commission
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APPENDIX 1

Governor's Pharmacy Reimbursement Commission

Economic Impact of Proposed Rate Reduction

Summary Statistics

Note: All amounts include claims from Medicaid, Badgercare and SeniorCare and

all amounts are All Funds

Median Statistics

Median Annual Paid by Pharmacy Provider (Adjusted for Part D) $194,244
Median Annual Medicaid Revenue Loss from Rate Reduction $6,983
Median Percent Revenue Loss 3.6%

Medicaid Revenue Loss from Rate Reduction, by Range
Range of Revenue Loss

Pharmacy Count

Greater than $100,000 7
$50,000 to $99,999 17
$25,000 to $49,999 94
$15,000 to $24,999 169
$10,000 to $14,999 191
$5,000 to $9,999 301
$0 to $4,999 501

Source: Division of Health Care Financing (12/13/05)
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Health Industry Practices That Create

Conflicts of Interest
A Policy Proposal for Academic Medical Centers
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HE CURRENT INFLUENCE OF
market incentives in the United
States is posing extraordinary
challenges to the principles of
medical professionalism. Physicians’
commitment to altruism, putting the in-
terests of the patients first, scientific in-
tegrity, and an absence of bias in medi-

cal decision making now regularly come"

up against financial conflicts of inter-
est. Arguably, the most challenging and
extensive of these conflicts emanate
from relationships between physi-
cians and pharmaceutical companies
and medical device manufacturers.’
As part of the health care industry,
pharmaceutical and medical device
manufacturers promote the welfare of
patients through their commitment to
research and product development.
Their investments in discovering, de-
veloping, and distributing new phar-
maceutical agents and medical de-
vices have benefited countiess patients.
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Conflicts of interest between physicians’ commitment to patient care and
the desire of pharmaceutical companies and their representatives to sell their
products pose challenges to the principles of medical professionalism. These
conflicts occur when physicians have motives or are in situations for which
reasonable observers could conclude that the moral requirements of the phy-
sician’s roles are or will be compromised. Although physician groups, the
manufacturers, and the federal government have instituted self-regulation
of marketing, research in the psychology and social science of gift receipt
and giving indicates that current controls will not satisfactorily protect the
interests of patients. More stringent regulation is necessary, including the
elimination or modification of common practices related to small gifts, phar-
maceutical samples, continuing medical education, funds for physician travel,
speakers bureaus, ghostwriting, and consulting and research contracts. We
propose a policy under which academic medical centers would take the lead
in eliminating the conflicts of interest that still characterize the relationship

between physicians and the health care industry.

JAMA. 2006,295:429-433
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Most companies also support continu-
ing medical education (CME). How-
ever, their ultimate fiduciary respon-
sibility is to their shareholders who

expect reasonable returns on their

investments. Indeed, manufacturers
are acutely aware of the conflict be-
tween patient vulnerability and profit
incentives.

Recent congressional investiga-
tions, federal prosecutions, and class ac-
tion lawsuits have brought to light
documents demonstrating how com-
pany practices frequently cross
the line between patient welfare and
profit-seeking behavior.”* Concerned
physicians, journalists, and federal pros-
ecutors are exposing still other as-

pects of an unhealthy relationship be-
tween manufacturers and the medical
profession.””

These transgressions have prompted
pharmaceutical firms to regulate them-
selves more stringently. That effort is
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CONFLICTS OF INTEREST AND ACADEMIC MEDICAL CENTERS

commendable, but physicians’ behav-
jor is a large part of the problem and
industry efforts to date have not
resolved the crisis. The standing of
the profession, as much as the integ-
rity of the pharmaceutical and medi-
cal device industries, is jeopardized
by allowing obvious conflicts to
continue.

The serious threat that this state of
affairs poses for professionalism, and for
the trust that patients have in physi-
cians, makes the need for effective
guidelines on industry-physician rela-
tionships both apparent and urgent.
Marketing and market values should
not be allowed to undermine physi-
cians’ commitment to their patient’s best
interest or to scientific integrity.

To remedy the situation and pre-
vent future compromises to profes-
sional integrity, academic medical cen-
ters (AMCs) must more strongly
regulate, and in some cases prohibit,
many common practices that consti-
tute conflicts of interest with drug
and medical device companies. The
guidelines we suggest are designed to
promote broader professional self-
regulation.

Why AMCs?

Academic medical centers, which in-
clude medical schools and their affili-
ated hospitals, should provide leader-
ship for medicine in the United States.

Just as pharmaceutical manufacturers

Jook to AMCs for influential advice and
support, so does the medical profes-
sion. Academic medical centers also
have a major responsibility for train-
ing medical students and house staff.
Research reveals that the habits learned
or acquired during training persist into
practice.® Objectivity and scientific in-
tegrity should be central tenets of phy-
sician training.

Academic medical centers are also in
a position to take immediate action.
They are sufficiently well organized to
gain commitments to a set of new prin-
ciples in relatively short time. More-
over, independent research into the im-
pact of medications and devices on
population health is concentrated
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in AMCs: therefore, unwarranted in-
fluence by manufacturers must be
avoided. For these reasons, academic
medicine should take the leadership in
reforms, and other physicians and
medical institutions should adopt their
standards.

Defining Conflicts of Interest
With Industry

Conflicts of interest occur when phy-
sicians have motives or are in situa-
tions for which reasonable observers
could conclude that the moral require-
ments of the physician’s roles are or will
be compromised. In terms of industry
influences, financial conflicts of inter-
est occur when physicians are tempted
to deviate or do deviate from their pro-
fessional obligations for economic or
other personal gain.’ The bias thus in-
troduced violates both the best inter-
ests of patients and the standards of sci-
entific integrity. Policing such contlicts
clearly lies within the scope of profes-
sional responsibilities set forth in the
Physician Charter on Medical Profes-
sionalism.'*"

Traditionally, marketing by pharma-
ceutical and device companies has cen-
tered on company representatives or
“detail persons” who visit individual
physicians and provide information on
new products. This practice has in-
creased in scale and many other mar-
keting strategies are also used. Approxi-
mately 90% of the $21 billion marketing
budget of the pharmaceutical indus-
try continues to be directed at physi-
cians, despite a dramatic increase in di-
rect-to-consumer advertising."* In 2000,
for example, the industry sponsored
314 000 events specifically for physi-
cians.’®> Moreover, industry con-
tracted with many hundreds of physi-
cians to serve on advisory boards or
speakers bureaus.” The purpose be-
hind such industry contacts with phy-
sicians is unmistakable: drug compa-
nies are attempting to promote the use
of their products.

The following list, while not exhaus-
tive, indicates the interactions with in-
dustry that must be addressed**: gifts,
even of relatively small items, includ-

ing meals; payment for attendance at
lectures and conferences, including on-
line activities; CME for which physi-
cians pay no fee; payment for time while
attending meetings; payment for travel
to meetings or scholarships to attend
meetings; payment for participation in
speakers bureaus; the provision of
ghostwriting services; provision of phar-
maceutical samples; grants for re-
search projects; and payment for con-
sulting relationships.

These interactions have been exam-
ined by a variety of physician and in-
dustry groups, including the Ameri-
can Medical Association, the American
College of Physicians, the Accredita-
tion Council for Continuing Medical
Education (ACCME), and the Pharma-
ceutical Research and Manufacturers of
America.” The Office of the Inspector
General of the Department of Health
and Human Services has also released
guidelines endorsing the Pharmaceu-
tical Research and Manufacturers of
America code.

In our view, the guidelines pro-
duced by these various groups and or-
ganizations are not sufficiently strin-
gent and do not adequately uphold a
professional commitment to patient
welfare and research integrity. None of
these groups establishes monitoring
mechanisms or pinpoints responsibil-
ity for compliance. The profession it-
self must exert much tighter control
over the relationships between manu-
facturers and physicians.

Myths of the Small Gifts
and Full Disclosures

Most of the recommendations {rom
medical and industry groups share 2
key assumptions. The firstis that small
gifts do not significantly influence phy-
sician behavior. The second is that dis-
closure of financial conflicts is suffi-
cient to satisly the need to protect
patients’ interests. Although these 2 as-
sumptions are widely accepted among
physicians, compelling research find-
ings using a variety of methods have
called their validity into question.
Psychologists, sociologists, and
economists have explored human be-




havior in a conflicted situation using in-
novative experimental techniques.’
Their research has established that be-
havior is not entirely rational, individu-
als are-not always conscious of their mo-
tives, and many popular beliefs about
how individuals act in light of specific
information are simply wrong.'®
Social science research demon-
strates that the impulse to reciprocate

for even small gifts is a powerful influ-

ence on people’s behavior. Individu-
als receiving gifts are often unable to
remain objective; they reweigh infor-
mation and choices in light of the gift."”
So too, those people who give or ac-
cept gifts with no explicit “strings at-
tached” still carry an expectation of
some kind of reciprocity.'” Indeed, re-
searchers suggest that the expectation
of reciprocity may be the primary mo-
tive for gift-giving."

Researchers have specifically stud-
ied industry gifts to physicians. Receiv-
ing gifts is associated with positive

physician attitudes toward pharmaceu-

tical representatives.'®' Physicians who
request additions to hospital drug

formularies are far more likely to have -

accepted free meals or travel funds
from drug manufacturers.” The rate of
drug prescriptions by physicians in-
creases substantially after they see sales
representatives,?' attend company-
supported symposia,** or accept
samples.”*** The systematic review of
the medical literature on gifting by Wa-
zana® found that an overwhelming ma-
jority of interactions had negative re-
sults on clinical care.

The assumption that disclosure to pa-
tients is sufficient to resolve problems
created by physicians’ conflicts of in-
terest is also unfounded. First, physi-
cians differ in what they consider to be
a conflict, which makes the disclosure
of conflicts incomplete. Because dec-
larations of conflict are usually unveri-
fied, their accuracy is uncertain. Sec-
ond, recipients of information who are
not experts in a particular field often
find it impossible to identify a biased
opinion that they read or hear about
that subject.’” Third, disclosure may be
used to “sanitize” a problematic situa-
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tion, suggesting that no ill effects will
follow from the disclosed relation-
ship.2® Rather than eliminate the con-
flict, it is easier to disclose it and then
proceed as though it did not exist.”

More Stringent Regulation

Because gifts of even minimal value
carry influence and because disclo-
sure is an inadequate safeguard, the
guidance presently provided by the
medical profession, the pharmaceuti-
cal industry, and the federal govern-
ment fails to protect the best interests
of patients and the integrity of physi-
cian decision making. For these rea-
sons, many current practices should be
prohibited and others should be more
strictly regulated to eliminate poten-
tial sources of unwarranted influence.

Gifting. All gifts (zero dollar limit),
free meals, payment for time for travel
to or time at meetings, and payment for
participation in online CME from drug
and medical device companies to phy-
sicians should be prohibited. A com-
plete ban on these activities by elimi-
nating potential gray areas greatly eases
the burden of compliance. It also frees
physicians from deciding whether a gift
is appropriate and removes a principal
mode by which detail persons gain ac-
cess to physicians’ offices and influ-
ence their decision making.

Pharmaceutical Samples. The di-
rect provision of pharmaceutical
samples to physicians should be pro-
hibited and replaced by a system of
vouchers for low-income patients or
other arrangements that distance the
company and its products from the phy-
sician. The availability of free samples
is a powerful inducement for physi-
cians and patients to rely on medica-
tions that are expensive but not more
effective. Samples also provide com-
pany representatives with access to phy-
sicians. The increasing reliance on di-
rect-to-consumer advertising by drug
companies only heightens the tension
between current marketing practices
and good patient care.

Drug companies believe that the in-
teractions between sales representa-
tives and physicians serve several pur-

poses, which include introduction of
physicians to new medications, encour-
agement to use the most effective medi-
cations, improvement of the likeli-
hood that they will follow good practice

- guidelines, and access to medications

for low-income patients. From the
perspective of medical professional-
ism, however, far better methods for se-
curing these goals exist, all of which
would be free of the pitfalls of market-
ing strategies.

Drug Formularies. Hospital and
medical group formulary committees
and committees overseeing purchases
of medical devices should exclude phy-

- sicians (and all health care profession-

als) with financial relationships with
drug manufacturers, including those
who receive any gift, inducement, grant,
or contract. These policies would help
ensure that decision making for for-
mulary drugs and medical devices is
based solely on the best available sci-
entific evidence.

Continuing Medical Education. The
widespread influence of drug manu-
facturers on current CME activities
makes more stringent regulation nec-
essary.?” Manufacturers should not be
permitted to provide support directly
or indirectly through a subsidiary
agency to any ACCME-accredited pro-
gram. Manufacturers wishing to sup-
port education for medical students,
residents, and/or practicing physi-
cians should contribute to a central re-
pository (eg, a designated office at an
AMCQ), which, in turn, would disburse
funds to ACCME-approved programs.
This arrangement would permit the
central repository and the ultimate re-
cipients of funds to remain free from
influence by any one donor company.
To ensure accountability and to ac-
knowledge generosity, the amount of
funds contributed and the eventual use
of the funds should be posted on a pub-
licly available Web site.

This policy would likely reduce the
contributions made by drug and
device companies to CME programs.
Companies acknowledge that they
carefully evaluate the market impact
of expenditures and support only
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those demonstrating an increased use
of their products.?® Other ways of
funding CME programs will have to
be identified.

Funds for Physician Travel. Phar-
maceutical and device manufacturers
interested in having faculty or fellows
attend meetings should provide grants
to a central office at the AMC. That of-
fice could then disburse funds to fac-
ulty and training program directors.
Trainees would no longer be directly
dependent on industry largesse for edu-
cational opportunities.

Speakers Bureaus and Ghostwriting.
Faculty at AMCs should not serve as
members of speakers bureaus for
pharmaceutical or device manufactur-
ers. Speakers bureaus are an extension
of manufacturers’ marketing appara-
tus. Because AMC faculty have a
central role in the training of new
physicians and represent their own
institution, they should not function
as paid marketers or spokespersons for
medicine-related industries. By adher-
ing to this recommendation, academic
leaders will be upholding the principle
that faculty opinion should be data
driven and not for hire. For these
same reasons, faculty should be pro-
hibited from publishing articles and
editorials that are ghostwritten by
industry employees.

Consulting and Research Contracts.
Because the process of discovery and de-
velopment of new drugs and devices of-
ten depends on input from academic
medicine, consulting with or accept-
ing research support from industry
should not be prohibited. However, to
ensure scientific integrity, far greater
transparency and more open commu-
nication are necessary. Accordingly,
consulting or honoraria for speaking
should always take place with an ex-
plicit contract with specific deliver-
ables, and the deliverables should be
restricted to scientific issues, not mar-
keting efforts. So-called “no strings at-
tached” grants or gifts to individual re-
searchers should be prohibited. A
contract with no identified deliver-
ables is tantamount to a gift and should
be regarded as such.”
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To promote scientific progress,
AMCs should be able to accept grants
for general support of research (no spe-
cific deliverable products) from phar-
maceutical and device companies, pro-
vided that the grants are not designated
for use by specific individuals. As long
as the institution stands between the in-
dividual investigator and the com-
pany making the grant, the likelihood
of undue influence is minimized but
certainly not eliminated.

To better ensure independence, sci-
entific integrity, and full transpar-
ency, consulting agreements and un-
conditional grants should be posted on
a publicly available Internet site, ide-
ally at the academic institution. This is
important because company-funded re-
search is more likely to produce posi-
tive results and on occasion compa-
nies have restricted the dissemination
of research results unfavorable to their
products.*

One might argue that such an ap-
proach simply transfers the pressure
surrounding financial conflicts to the
institution and, as in the case of Oliv-
eri at the University of Toronto, insti-
tutions have given in to pressure {from
pharmaceutical firms.”* But the require-
ments of public access and peer pres-
sure will more effectively operate at
the institutional level and such a policy
is preferable to banning all contact
between manufacturers and academic
centers. ‘

Going Forward

The benefits of such policies may con-
vince the leadership of AMCs and medi-
cal schools to adopt them. We realize
that some AMCs will be concerned that
voluntarily adopting more stringent
regulations may put them at a competi-
tive disadvantage compared with those
that do not.>* However, we hope their
leadership will recognize that we call
for changes in current AMC practices
that are, in many respects, modest. For
example, existing guidelines prohibitall
gifts from industry except those that are
small; going one step further and elimi-
nating token gifts should not cause great
disruption and may bring greater clar-

ity. Grants and consulting are not pro-
hibited but must be transparent and
subject to peer review. Although such
steps may cause significant challenges
for medical schools and affiliated in-
stitutions, students, physicians, and the
public deserve unbiased medical edu-
cation, research, and clinical care.

Industry has good reason to accom-
modate itself to these policies and will
continue to seek assistance from aca-
demic consultants and researchers.
Commercial entities working with
AMCs cannot be pleased about the di-
minished respect and growing public
mistrust of their activities in the cur-
rent environment.

Medical schools must be prepared to
monitor compliance and enforce the
rules we have outlined. There will be
costs associated with oversight and per-
haps a decline of collegiality among fac-
ulty. But these negative aspects will de-
pend to some extent on the prevalence
of violations. If AMC leaders educate
colleagues and build a consensus
around these principles, compliance
will follow.

What then might the world of medi-
cine look like if these proposals are
widely adopted? First, decisions by phy-
sicians on which prescription to write
and which device to use might be-
come more evidence-based; medical so-
cieties’ practice guidelines might be-
come less subject to bias. A greater
reliance on objective sources for accu-
rate and up-to-date information would
also promote better patient outcomes.
Second, total expenditures on prescrip-
tion drugs might decline. An in-
creased use of generic products, in-
creased use of comparable but less
expensive patent-protected products,
and, in some cases, a decreased reli-
ance on pharmaceutical agents might
be observed. Third, although AMCs and
professional societies would have to find
alternative sources for funding pro-
grams, the absence of industry repre-
sentatives at AMC meetings and lunches
and in corridors would increase the sen-
sitivity among medical students and
house staff to the values of medical pro-
fessionalism and scientific integrity.




Rules would be standardized, not, as
now, with some departments prohib-
iting drug company lunches, others al-
lowing them; some hospitals permit-
ting the sales representatives to see their
physicians, others not. Medical soci-

ety meetings would also assume a more,

professional tone and the substance
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Appendix 3

Pharmacy Society of Wisconsin’s Recommendations for the Commission

Chris Decker, RPh, Executive Director, Pharmacy Society of Wisconsin (PSW),
reiterated that the Commission’s charge is to find savings and to ensure fair payments to
pharmacists.

As such, PSW recommends the following:

1l
1l

Increase Wisconsin Medicaid dispensing fee to the average cost of dispensing in
Wisconsin.
Adopt an enhanced dispensing fee for generics

o $12 dispensing fee for generics; $8 dispensing fee for brands — given that

the average cost to dispense is $10 per script.

Simplify Pharmaceutical Care.
Develop a statewide standard on medication management with the State taking a
leadership role.
Account for the full impact of blockbuster drugs going generic over the next
biennium.
Reform the Brand Medically Necessary prior authorization approval system.
Require greater prescriber responsibility for prior authorization.
Adopt additional incentives for generics, e.g., a pill-splitting program, an
expanded Medication Therapy Management program.
Ensure that the State is collecting all rebate dollars that it is entitled to collect.
Work with providers to ensure that the most cost-effective product is used.
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Wisconsin Pharmacy Reimbursement Commission
Minority Report

Bruce Weiss, M.D., M.P.H., Commissioner
Douglas Lee, M.D., Commissioner
Patricia Finder-Stone, R.N., Commissioner

The Wisconsin Pharmacy Reimbursement Commission was appointed by the Governor to
recommend changes to the State’s pharmacy reimbursement system for the Medicaid,
BadgerCare, SeniorCare and HIRSP programs to reduce costs while maintaining vital benefits.
These recommendations could include implementing an alternative methodology for setting the
acquisition price for name brand and generic drugs, using a tiered reimbursement system, and/or
changes to the dispensing fee to reflect the level of therapeutic review.

As members of the Commission in the minority, we were asked to outline the few issues we
differ from our colleagues. In general, we are in agreement with the Commission’s
recommendations regarding enhancement of the Pharmaceutical Care program, Preferred Drug
List, supplemental drug rebates and increased generic utilization. While we support fair
reimbursement for pharmacies, we do not agree with the reimbursement scenario adopted by the
Commission majority.

Background

Medicaid, BadgerCare and SeniorCare pharmacy copayments are statutorily limited and are
substantially less than those of commercial and Medicare. The lack of copayment differential
between generic and brand drugs creates greater dependence on pharmacists’ intervention and
formulary management to promote appropriate generic utilization.

Current reimbursement methodology for generic drugs may actually be set too low and may
discourage dispensing of generic medications. Ingredient payments for some generic drugs are
reported to be at or below actual acquisition costs (AAC) for some pharmacies, due to aggressive
maximum allowable cost (MAC) price management. At the same time, the proportion of generic
drugs has been increasing due to the implementation of a preferred drug list (PDL) and more
assertive management of Brand Medically Necessary (BMN) medications. These factors have
created a worsening financial dilemma for pharmacies in that they are not being reimbursed their
costs for a greater percentage of Medicaid prescriptions.

Conversely, Medicaid reimbursement for brand medications exceeds AAC and is greater than
comparable commercial rates. Historically, the excessive Medicaid payments on branded drugs
offset the marginal payments on generics. A more rational reimbursement strategy would
increase generic reimbursement and lower reimbursement for brand drugs, thereby encouraging
rather than discourage generic utilization.

Future reimbursement strategies need to reallocate cost savings from brand drugs to generic
drugs. This can be done by: maintaining the current MAC pricing and increasing the generic
dispensing fee; maintaining the current dispensing fee and increasing the MAC pricing; or a
combination of the two.

HPO04024/PERM



Additional reimbursement strategies to streamline and increase reimbursement to pharmacies for
services that result in savings to the State should also be implemented. This can be achieved by
additional payments for specific services such as pill splitting, facilitating a switch from brand to
generic, elimination of duplicative or unnecessary medication via the Pharmaceutical Care
program, as well as, supporting the State’s preferred drug list by coordinating prior
authorizations.

Our positions are based on the following principles against which a proposed reimbursement
formula can be tested:
1 Access to vulnerable patients should be assured.
1 Quality of the care being purchased should be maintained or enhanced.
1 The State of Wisconsin should be a prudent purchaser so that
expenditures provide the maximum benefit to the citizens of the State.
1 Increased payments should be targeted towards payment for
performance by rewarding pharmacies to promote greater generic use
and to enhance patient care and lower overall costs.

If pharmacy payments are fair, and are targeted to appropriate actions as suggested in the
Majority Report, then access and quality would be assured. The question is “what level of
reimbursement is needed to be fair?”

The Commission heard testimony about potential withdrawal of service from pharmacists based
on inability to stay in business. Anecdotal testimony was given that current reimbursement is
inadequate for small pharmacies because they cannot purchase drugs as efficiently as larger
entities. However, no documentation was presented or provided to substantiate this apparent
variation in small pharmacy acquisition costs and to quantify how many pharmacies are
impacted.

Although there was agreement that the average cost to a pharmacy to dispense a drug is about
$9.50, there is public information from chain pharmacies reporting costs in that setting as low as
$4.50 per prescription.

Evidence was presented that, on a statewide basis, pharmacies accept payment terms from
commercial payers at or below Medicaid rates. Evidence was not presented that Medicaid
overpays or underpays globally.

This leaves us with two problems:

1 In the absence of full data, it is not possible to make a recommendation for any specific
reimbursement formula or level with confidence that money is being spent wisely.

1 Any reimbursement level that allows the least efficient critical access pharmacy to be
profitable guarantees that the State will not be purchasing prudently elsewhere.

Although the majority report's payment formula recommendations in combination with the other
cost containment measures recommended come very close to meeting the level of savings sought
by the Governor in this biennium, the payment formula effectively negates much of the
utilization savings in successive biennia.
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Recommendations

1.

2.

We support the reduction of reimbursement for brand medications through a greater
discount off of AWP to decrease the profit disparity between brand and generic drugs.
We support a modest increase in reimbursement for generic medications, either through
an increase in dispensing fee or higher MAC prices to decrease the profit disparity
between brand and generic drugs. However, we do not support raising the dispensing fee
to the level recommended by the Commission majority ($9.88).

We strongly support the remaining Commission recommendations regarding the
Pharmaceutical Care program, prohibition of sampling, pill splitting, targeted brand to
generic switching, mandatory generic and further expansion of the preferred drug list.
For those small independent pharmacies that believe that they are not being adequately
reimbursed, we recommend that DHFS, in accordance with existing provisions, review
the pharmacies’ costs and their payment terms from other payers, in order to set
appropriate reimbursement.
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